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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments filed 1 6 February 2006 with respect to claims 1 -3, 5-1 8 
and 21 have been considered but are moot in view of the new ground(s) of rejection as 
discussed below. 

Specification 

2. It is noted that the title has been changed to 'Ostomy Pouch Adhesives Such As 
Polysiloxanes That Are Resistant to Stomal Effluent.' 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1 -2, 5-7 and 21 are rejected under 35 U.S.C. 1 02(b) as being anticipated 
by Wagner (US 6,520,943; herein 'Wagner'). Wagner discloses a two component 
ostomy faceplate and coupling system (column 3, lines 30-31) comprising a body 
attaching blotter ring/adhesive coated interface 25 that adheres to the circumference of 
the wearer's stoma 5 (column 4, lines 50-53 and column 5, lines 9-13) and a pouch 
component (figure 1 ), said adhesive component 25 being replaceable/removable 
(column 4, line 67-column 5, line 3) and positioned around the stoma to collect stoma 
fluid (figures 3-4), said adhesive interface 25 including polydimethylsiloxane (column 7, 
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line 62-column 8, line 7) for body conformation (column 5, lines 13-21) and resistance to 
stomal fluid migration (column 8, lines 30-35). 

Claim Rejections - 35 USC § 103 
The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1 , 3, 5-13, 15-18, and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mclnally (US 4,831,070; herein 'Mclnally'). Regarding claims 1 . 5. 
and 21 Mclnallv discloses a pressure sensitive adhesive polydiorganosiloxane to form a 
seal between the stoma of an ostomy patient and an attached appliance (column 2, 
lines 60-66 and column 8, lines 34-48). Mclnally does not expressly disclose the ostomy 
device includes a pouch separable from the body wafer. Ostomy pouches including 
separable pouch and body wafer components are well known to those of ordinary skill in 
the art as supported by US 2,662,525 (figures 1 and 3); US 2,341,984 (figures 1-2); US 
3,385,298 (figure 1); US 4,411,659 (figure 1); US 4,445,898 (figure 1); US 4,890,608 
(figure 1); US 5,125,917 (figure 1). Therefore, one would have been motivated to modify 
the ostomy device of Mclnally with the separable pouch and body wafer components 
since all the references teach ostomy devices with separable components that are 
attached to one another. It would be obvious to one of ordinary skill in the art at the time 
the invention was made to modify the ostomy device, thus providing a two-piece 
separable ostomy device having a polysiloxane adhesive. 
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Regarding claim 3 Mclnallv further discloses employing hydrocolloids in an 
amount up to about 30% of the elastomeric pressure sensitive adhesive (column 6, lines 
42-48). 

Regarding claims 5-7 Mclnallv further discloses the composition may further 
include a trimethyl-endblocked polydimethylsiloxane fluid (column 6, lines 3-6) blended 
with silicate resin (column 3, lines 7-14). 

Regarding claims 8-10 Mclnallv further discloses blending of polysiloxanes 
(column 6, lines 57-66), wherein the silicate resin comprises silicon-bonded hydroxyl 
units (column 3, lines 53-57) and thus exhibiting silanol functionality. 

Regarding claims 11 and 15-18 Mclnallv does not expressly disclose the ratio of 
resin to pressure-sensitive adhesive, a plasticizing component percentage, peel 
strength, or coat weight in the ranges claimed. The ratio of resin to pressure-sensitive 
adhesive is a result-effective variable since the value depends on the amount of resin 
and adhesive, respectively, are utilized in the device. The plasticizing component of dry 
adhesive formulation percentage is a result effective variable since it depends on the 
solvent used. The peel strength is a result effective variable since the value depends on 
the resin to polymer ratio and the thickness of the adhesive as stated on page 16 of the 
instant specification. The coat weight is a result effective variable since it depends on 
the thickness of the adhesive and thus the amount of adhesive used on a given 
substrate. It would be obvious to one of ordinary skill in the art at the time the invention 
was made to modify Mclnally with the ratio, peel strength, plasticizing component, and 
coat weight values claimed, since it has been held that discovering an optimum value of 
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a result effective variable involves only routine skill in the art. In re Boesch and Slaney, 
617 F. 2d 272, 205 USPQ 215 (CCPA 1980). 

Regarding claims 12-13 Mclnally further discloses the use of additional property 
modifiers such as orthosilicates, plasticizers, co-solvents and other silicone or organic 
pressure sensitive adhesive materials (column 5, lines 23-36, column 6, lines 21-25). 
5. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wagner 
(US 6,520,943; herein Wagner') in view of Abber (WO 86/00532 A1; herein 'Abber). 
Wagner does not expressly disclose a medicament for skin treatment or protection. 
Abber discloses pressure sensitive adhesives such as dimethyl diphenyl siloxane gum 
with dimethyl siloxane gum/plasticizing oil and an organopolysiloxane resin for use on 
human skin for therapeutic devices (page 1, lines 13-16, page 5, lines 7-11). Abber 
further discloses the adhesive on the transdermal device permits medication to pass 
from the device, through the adhesive and into the skin (page 8, lines 23-27). One 
would be motivated to modify the adhesive-attaching ostomy device of Wagner with the 
medicament-permitting adhesive of Abber since both references disclose polysiloxane- 
type adhesives suitable for attaching devices to the skin. Therefore, it would be obvious 
to one of ordinary skill in the art at the time the invention was made to modify the 
adhesive-attaching ostomy device of Mclnally et al., thus providing an ostomy device 
containing a medicament. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. McDougall et al. (WO 98/551 57 A2; herein 'McDougall') is cited 
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for showing a skin compatible adhesive for use on skin related medical appliances such 
as ostomy drainage pouches comprising a hydocolloidal powder, antimicrobial agent 
and a polysiloxane. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura C. Hill whose telephone number is 571-272-7137. 
The examiner can normally be reached on Monday through Friday (off every other 
Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 115. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Laura C. Hill 
Examiner 
Art Unit 3761 
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